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MAUNHAN THUOC PANG KY

2- MAUNHAN CHAI TERPIN-U (Chai 100 vién nén )

(& D  CONG THUC: CHI BINH, CHONG CHi BINH, CACH nuns\
Thuic bin theo don ; i
Re Chai 100 vién nén TErpin AYQt ..................... 100 Mg THAN TRONG VA CAC THONG TIN KHic: o
Dextromethorphan hydrobromid .. 10 mg  xin gog trong 19 hudng dén s dung. | —
TERP’N-U T 0w .. i G ... 1 vién . . BN
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pr— SDKMVISA: .......... Sg*g‘
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MAU NHAN THUOC PANG KY

3- MAU NHAN CHAI TERPIN-U (Chai 200 vién nén )
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LT Y Chai 200 vién nén Torpio WONat 100 g THAN TRONG A CAC THONG T Kihc: | ___
Dextromethorphan hydrobromid ... 10 mg  Xin doc trong t3 huong dan sif dung. | 2965
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MAU NHAN THUOC PANG KY

4 MAU NHAN CHAI TERPIN-U (Chai 500 vién nén )

& e S S . - R == . B _—\\
Ry Thube bintheoddn S "TE[IRSINTIN CONG THUC: cHi BINH, CHNG CHI BINH, CACH DUNG,
Terpin hydrat .............coooooooneene. 100 mg THAM TRONG VA CAC THONG TIN KHAC:

TERPIN-U

THUOC DUNG CHO BENH VIEN

SOK/NVISA: ... HAN
BOC KV HUGNG DAN SUf DUNG TRUGC KHI DUNG —
Bf XA TAM TAY CUA TRE _-Ma Vac:h
BAO QUAN NOI KHO MAT, NHIET BO DUGI 30T,
Mt Aoy shom BoXthy ;[
Ngay X (Mig. Date) :
S&n xudt tqi: Han ding Exp. Date) :

L CONG TY TNHH DUGIC PHAM USA - NIC

Dextromethorphan hydrobromid ... 10 mg  Xin doc trong t9 hudng dén st dung™,
Ta dugc ... vila di .........cocunnenne.n. 1 vién {
TIEU CHUAN AP DUNG: TCCS

Manufactured by: USA - NIC PHARMA Co., Lid

L 11D, Buing C, KCN Tén Tao, Q. Binh Tan, TP HCM Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC
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5- MAU HOP TERPIN-U ( Hép 10 vi x 10 vién nén )

CONG THUC:

Torpin AYGIOt oo 00T [ 5ot i e DN 51 DUNG TRUOC K04 DUNG

Dextromethorphan hydrobromid. . 10mg BE XA TAM TAY CA TRE EM

TA QUGE ... WIA A <. | VEED BAO QUAN NOIKHO MAT, NHET B0 DUGI 30'C,

TRANH ANH SANG.

ol ppm, CHONG O Bpet,

CACH DUNG, THAN TRONG VA Sl sl g 3

mmmm?ls CONG TY TNHH DUQIC PHAM USA - NIC
%in doc frong ¥ hutng ddn <l dyng. L5 11D, Bribeg C, KCN Tén Tao, Q Binh Tan, TPHCN
Ry Thudc bén theo ddn GMP-WHO

COMPOSITION: TIEU CHUAN AP DUNG: TOCS
Tepinhydrate ........_.........__ 100 mg SOKMISA: ...
Dextromethorphan hydrobromide ... 10 mg M3 Vach
Eipierls ... QAP ccnicaisiins 1 tablet

5516 Mot ho

Ngdy SX/ig. Dote :
INDICATIONS, CONTRA-INDICATIONS, Hon ding/Exp. Date:
DOSAGE, WARNINGS AND OTHER
INFORMATION: Reanutactured by:
Read the package insert corefully. USA - NIC PHARMA Co., Ltd

Biock 11D, Road C, Tan TaoIP, HCMC
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TO HUONG DAN SU DUNG THUOC
Vién nén TERPIN-U
(Thudc bén theo don)

TERPIN-U - Vién nén:

¢ Cong thirc (cho mot vién):

- Terpin hydrat............coooomvve 100 mg
- Dextromethorphan hydrobromid.............. . 10 mg
« TR i e i3 | 1 vién

(Lactose, tinh bot ngd, PVP K30 (Polyvinylpyrrolidon), DST (Natri starch glycolat), bdt talc,
magnesi stearat) :

¢ Tic dung dugc ly: ‘

Cic dic tinh dwoc lue hoc \ﬂ

- Terpin hydrat: Co tac dung hydrat ho4 dich nhay phé quan, c6 tac dung long dom, gitp long
mao bieu mo phé quan hoat dong de dang tong dom ra ngoai.

- Dextromethorphan hydrobromigi: 1a thubc giam ho c6 téc dung lén trung tim ho & hanh
ndo. Mic du cau tric hoéa hoc giong morphin, nhung dextromethorphan khéng c6 tac dung
giam dau va néi chung rit it tac dung an than.

Dextromethorphan dwoc dung giam ho do kich thich nhe & phé quan va hong nhur cam lanh
théng thuong hodc hit phai cac chit kich thich. Dextromethorphan ¢4 hi¢u qua nht trong diéu
tri ho man tinh, khéng c¢6 dom. Thudc thuong duoge dung phéi hop véi nhiéu chit khac trong
diéu tri tridu chimg duong hé hép trén. Thube khéng c6 tac dung long dom.

Hiéu luc cia dextromethorphan tuong duong véi hiéu luc cia codein trong diéu tri ho man
tinh. So véi codein, dextromethorphan ¢6 tac dung giam ho kich thich tuwong tu nhu codein, it
géy tac dung phu & duong tiéu héa hon. Vi lidu didu tri, tc dung chdng ho cta thudc kéo daj

,
A

duoc 5-6 gio. Pdc tinh thép, nhung véi lidu rat cao co thé gdy tc ché hé TKTW.
Cic diic tinh dwge dong hoc

- Terpin hydrat: Khi uéng duoc hip thu vao da day-rudt va duoc dao thai nhanh qua nudc
tiéu.

- Dextromethorphan hydrobromjd: Duoc hép thu nhanh qua dudng tiéu héa va co tac dung
trong vong 15-30 phflt’ sau khi udng, kéo dai khodng 6-8 gio. Thubc duge chuyén héa ¢ gan
va bai tiét qua nude tiéu dudi dang khéng d6i va cac chit chuyén héa demethyl, trong s6 dé
¢ dextrorphan ciing c6 tac dung giam ho nhe.

¢ Chi dinh:

- Giam ho, long dém trong c4c trudng hop ho khan, ho ¢cé dom.

¢ Liu ding, cich dung:

- Nguoi 16n va tré em trén 12 tudi: 1-2 vién/ln, ngay 3-4 lan.

- Tré em 6-12 tudi: 1 vién/lan, ngay 1-2 lan.

- Tré em 2-6 tubi: dung dang bao ché khac.

- Nhfrng nguoi bénh ¢0 nguy co suy hd hip va nhitng ngudi bénh ¢ ho khac dom, mu thoi
gian t6i da dung thuéc khéng qué 7 ngay.

¢ Chéng chi dinh:

- Ngudi ¢6 tién sir nhay cam véi bit ky thanh phin nao cua thuée,

- Suy ho hép, ho suyén.

W



https://trungtamthuoc.com/

- Nguoi bénh dang diéu tri cac thude e ché monoamin oxydase (MAO).
- Tré em dudi 30 thang tudi, tré em co tién sir ddng kinh hoic co gidt do st cao.
¢ T4c dung khéng mong mudn:
- Terpin hydrat: it c6 tac dung phu.
- Dextromethorphan hydrobromid:
+ Thuong gép:
o Toan thin: Mét moéi, chong mit.
o Tuén hoan: Nhip tim nhanh.
o Tiéu héa: Budn non.

1

o Da: Do bung. /
+ It gap: 4
o Da: N6i may day.

+ Hiém gip: Thinh thoang thay budn ngu nhe, rdi loan tiéu héa.
Thong béo cho bac si nhitng tac dung khong mong mudn gip phai khi sir dung thudc.
¢ Thin trong khi dung thudc:

- Dextromethorphan hydrobromid: :
+ Ngudi bénh bi ho ¢6 quéa nhiéu dom va ho man tinh & ngudi hit thude, hen hodc gian’
nang.
+ Ngudi bénh c6 nguy co hodc dang bi suy giam hé hép.
+ Dung dextromethorphan c6 lién quan dén giai phong histamin va nén thin trong
em bi di ing.
+ Lam dung va phu thudc dextromethorphan, c6 thé xay ra (tuy hiém), dic biét do dung liéu
cao kéo dai.
¢ Twong tac véi thubdc khac:
- Dextromethorphan hydrobromid:

+ Duogce chuyen hoa chinh nh& cytochrom Pusg isoenzym CYP2D6, béi vdy tuong tac voi
céc thude e ché enzym nay nhu amiodarone, haloperidol, propafenon, thioridazin,
quinidin lam giam chuyén hoéa ctia dextromethorphan & gan, lam ting ndng d9 chét nay| :
trong huyét thanh va ting cac ADR cia dextromethorphan. ‘

+ Tranh dung dong thoi véi cac thube e ché MAO vi c6 thé giy phan tng twong téc 6 hai. J
+ Dung dong thdi véi cée thude e ché TKTW c6 thé tang cuong téc dung te ché TKTW p
cua thube nay hodc cua dextromethorphan. .
+ Valdecobid 1am ting nong d¢ cta dextromethorphan trong huyét thanh khi dung ciung X
nhau. Dextromethorphan dung cung linezolid gay hi chimg giong hoi chimg serotonin. g
Memantin ¢6 thé 1am ting ca tin xudt va tac dung khéng mong muén cia memantin va ;

dextromethorphan béi vay tranh ding két hop. Khong dung két hop v6i moclobemid.
¢ Tic djng ciia thudc khi lii xe va vin hanh mdy méc:
- Thube ¢6 thé gay chong mat nén than trong cho nguoi lai xe va van hanh may moc.
¢ Sir dung cho phu nit ¢6 thai va cho con bi:
- Str dung dugc cho phu nit ¢é thai va cho con bu.
¢ Qua liéu va cach xir tri:
- Terpin hydrat: Néu dung lidu cao (trén 1000 mg/ ngay), lidu trén trung binh thi tic dung
nguoc lai, phan tic dung, lam kho, c6 dac dom, sat dom, khé long, khé khoi ho.
- Dextromethorphan HBr: Qua lidu dextromethorphan ¢6 nhiing triéu chu'ng non, budn ndn,

budn ngu, nhin m&, rung gidt nhan cau, bi tiéu tién, trang thai t& mé, ao gidc, mit diéu hoa,
suy hd hap, co gidt (thudong xay ra voi tré em).
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Xt tri: Didu tri hd tro, ding naloxon 2 mg tiém tinh mach, cho ding nhic lai néu cin t6i téng
lidu 10 mg.

¢ Trinh bay:

- Hop 10 vi x 10 vién.

- Chai 100 vién.

- Chai 200 vién.

- Chai 500 vién.

¢+ Han dung:

- 36 thang ké tir ngdy san xuét.

¢ Bio quan:

- Noi kho mét, nhiét d duéi 30°C, tranh anh sang,

¢ Tiéu chuin: TCCS
DE XA TAM TAY CUA TRE EM
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tan Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

TP.HCM, ngay 21 thang 08 nam 2017
Pho T(}}g Glarn Bob Chat Luong
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TO HUONG DAN SU DUNG CHO BENH NHAN

1. Tén thuéc: TERPIN-U

2. Khuyén cdo:
Doc ki huéng dan sir dung trude khi ding
Pé xa tAm tay tré em
Thudc ban theo don
Thong bao cho bac s§ hodc duge s§ nhimg tac dung khong mong mudn gip phai khi sir
dung thuoc.

3. Thanh phin, ham lwong ciia thude:

- Hoat chét: Terpin hydrat...................... 100 mg 76
Dextromethorphan HBr-........ 10 mg i

- Ta duogc: Lactose, tinh bt ng6, PVP K30 (Polyvinylpyrrolidon), DST (Natri starch glycolat), bdt talc,
magnesi stearat.

4. Mo ta san ph-fim: Vién nén tron mau tréng, mot mat c6 vach ngang, mot mit ¢6 chir U,
canh va thanh vién lanh lan.
5. Quy cich doéng goéi: Hop 10 vi x vi nhém/PVC 10 vién; Chai nhua 100 vién; 200 vién; 500
vién.
6. Thudc ding cho bénh gi:
- Giam ho, long dom trong céac truong hop ho khan, ho ¢6 dom.
7. Nén dung thudc nay nhw thé nao va lidu lwgng:
- Ngudi 16n va tré em trén 12 tudi: 1-2 vién/lan, ngay 3-4 1in.
- Tréem 6-12 tudi: 1 vién/lan, ngay 1-2 1in.
- Tré em 2-6 tudi: ding dang bao ché khac.
- Nhiing nguéi bénh ¢é nguy co suy ho hép va nhimg ngudi bénh ¢6 ho khac dom, mu thai
gian t6i da dung thudc khdng qué 7 ngay.
8. Khi nio khong nén dung thude nay:
- Ngudi co tién sir nhay cam véi bt ky thanh phan nao cua thube.
- Suy h hip, ho suyén.
- Ngudi bénh dang diéu trj cac thudc e ché monoamin oxydase (MAO).
- Tré em duwdi 30 thang tudi, tré em c6 tién sir ddng kinh hoic co giat do sbt cao.
9. Téc dung khéng mong mudn:
- Terpin hydrat: It ¢ tac dung phu.
- Dextromethorphan hydrobromid:
+ Thuong gép:
o Toan than: Mét moi, chong mit.
o Tuén hoan: Nhip tim nhanh.
o Tiéu héa: Budn non.
o Da: Do bung.
+ 1t gap:
o Da: Néi may day.
+ Hiém gap: Thinh thoang thay budn ngi nhe, rdi loan tiéu héa.
Thong bio cho bac si nhitng tac dung khéng mong mudn gap phai khi sir dung thuée
10. Nén tranh dung nhirng thudc hoic thuc phim gi khi dang sir dung thudc nay.
- Dextromethorphan hydrobromid:
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11,

12.

13.

14.

15.

16.

17,

18.

19;

+ Dugc cl}uyén hoéa chinh nh¢ cytochrom Py, isoenzym CYP2D6, béi vay tuong tac voi
cac thude trc ché enzym ndy nhu amiodarone, haloperidol, propafenon, thioridazin,
quinidin lam gidm chuyén hoa cua dextromethorphan & gan, lam tang nong do chat nay
trong huyét thanh va ting cic ADR cia dextromethorphan.

+ Tranh ding dong thoi véi cde thube e ché MAO vi c6 thé gdy phan img twong tic c6
hai.

+ Diing dong théi véi cac thube te ché TKTW c6 thé tang cuong tac dung e ché TKTW
cua thude nay hoic cia dextromethorphan.

+ Valdecobid lam ting nong do cia dextromethorphan trong huyét thanh khi dung ciing
nhau. Dextromeghorphan dung cung linezolid gay hoi chimg gidng hdi chimg serotonin.
Memantin ¢6 thé lam tang ca tan xuat va tdc dung khong mong mudn cia memantin va
dextromethorphan béi vdy tranh dung ket hop. Khéng dung ket hop véi moclobemid.

Cin lam gi khi mjt 1in quén khéong dung thudc:

Tiép tuc ding thudc theo huéng dan.

Cin bio quan thude nay nhw thé nao: |

Noi khé mat, nhiét d6 dudgi 30°C, tranh anh sang. ]A

Nhitng diu hi¢u va triéu chirng khi dung thuéce qu4 lidu:

Terpin hydrat: Néu dung lidu cao (trén 1000 mg/ ngay), lidu trén trung binh thi téc dung

nguoc lai, phan tac dung, lam kho, cb dic dom, sat dom, kho long, kho khéi ho.

Dextromethorphan HBr: Qua lidu d‘extromg:thorphan ¢6 nhiing triéu ching non, bu(f)n non,

budn ngu, nhin mé, rung gidt nhan cdu, bi tiéu tién, trang thai té mé, 4o giac, mat diéu hoa,

suy ho hap, co giat (thudng xay ra véi tre em).

Cin phai lam gi khi ding thudc qua licu khuyén cdo:

Terpin hydrat: Néu dung lidu cao (trén 1000 mg/ ngay), lidu trén trung binh thi tdc dung

nguoc lai, phan tic dung, lam khé, ¢6 dic dom, sat dom, kho long, khé khoi ho.

De’xtrome’thorphan ,HBr:‘ Diéu tri hd tro, dung naloxon 2 mg tiém tinh mach, cho dung

nhdc lai néu can téi tong licu 10 mg.

Nhirng Piéu cin thin trong khi ding thudec nay:

Dextromethorphan hydrobromid:

* Ngudi bénh bj ho ¢6 qua nhiu dom va ho man tinh & n
nang.

+ Ngudi bénh ¢6 nguy co hoiic dang bi suy giam ho hép.

+ Dung dextromethorphan cé lién quan dén giai phong histamin va nén than trong voi tré
em bi di ing. [

+ Lam dung va phu thudc dextromethorphan, cé thé xay ra (tuy hiém), dic biétido ding
lidu cao kéo dai. i

Str dung cho ngui 14i xe va vén hanh may moéc: Thube c6 thé g4y chong mat néﬁilan trong
cho nguoi 14i xe va van hanh may méc. :

Str dung cho phu nit ¢6 thai va cho con bui: Sir dung duoge cho phu nj}ﬁéfthdi vaeho con b,
Khi nao cin tham vin bsc sy, dugc sy: [, A= a&

Néu cin thém théng tin xin héi y kién bac s¥ hodc dugc s§.
Han dung ciia thuée:

36 thang ké tir ngay san xut.

Tén, dia chi, biéu tugng (néu ¢0) clia ¢o sé san xuit. -
Tén nha san xuat: CONG TY TNHH DUQC PHAM USA - NIC (USA -NIC PHARMA)

Dia chi: L6 11D, duomg C, KCN Tén Tao, Q. Binh Tan, Tp.HCM. . }%&gfﬁﬁ‘] fj,:\((
Dién thoai: (028) 37.541.999 — Fax: (028) 37.543.999 A 5 (P g ,’*)" ;
Ngay xem xét sira dbi, cap nhit Iai ngi dung hwéng din siv dungt“%g(gl/{ffib(;{‘/f /(‘/?rf'_;‘(




